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I. Basis of the opinion 



1. With regard to the elements of the international application:* 

£3 the international application as originally filed 
the description: 



pages 1-35 



pages NONE 



pages NONE 



as originally filed 
_, filed with the demand 
filed with the letter of. 



the claims: 
pages 36-39 



pages NONE 



pages NONE 



pages NONE 



as originally filed 
as amended (together with any statement) under Article 19 
filed with the demand 
_ t filed with the letter of • ■ 



the drawings: 
pages 1-18 



pages NONE 



pages NONE 



as originally filed 

, filed with the demand 

, filed with the letter of m 



the sequence listing part of the description: 
pages NONE t as originally filed 



pages NONE 



pages NONE 



, filed with the demand 
, filed with the letter of _ 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is 

the language of a translation furnished for the purposes of international search (under Rule23 1(b)) 
the language of publication of the international application (under Rule 48 3(b)) 

the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the written 
opinion was drawn on the basis of the sequence listing* 

□ contained in the international application in printed form. 

□ 

filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form. 
O furnished subsequendy to this Authority in computer readable form. 

□ 

The statement that the subsequendy furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing! 
has been furnished. 

The amendments have resulted in the cancellation of: 

the description, pages NONE 

I I the claims, Nos. NONE 

the drawings , sheets Afig NONE 

This opinion has been drawn as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 

* Replacement sheet.* which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in 
this opinion av "originally filed. " 
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V. Reasoned statement under Rule 66.2(a) (ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. STATEMENT 



Novelty (N) Claims ±23 ; _YES 

Claims 1-3 ; . ' NO 

Inventive Step (IS) Claims 4-13 & 18-23 YES 

Claims 1-3 & 14-17 NO 

Industrial Applicability (IA) Claims 1^23 ; _. _YES 

Claims NONE NO 



2. CITATIONS AND EXPLANATIONS 

Claims 1-3 lack novelty under PCT Article 33(2) as being anticipated by Rom et al. (US 5,746,709). Rom et al. disclose an 
intravascular pump assembly comprising a pump having a rotor mounted inside the pump body (shroud) and wherein at least one 
cannula or catheter is connected to the pump. The pump body has a defined lumen. The pump rotor is connected to a drive 
mechanism by a drive cable inside a cable sheath. 

Claims 14-17 lack an inventive step under PCT Article 33(3) as being obvious over Rom et al. ('709). Rom et al. disclose an 
intravascular pump assembly comprising a pump having a rotor mounted inside the pump body (shroud) and wherein at least one 
cannula or catheter is connected to the pump. The pump body has a defined lumen. The pump rotor is connected to a drive 
mechanism by a drive cable inside a cable sheath. The catheter has a lumen that is open from the distal to the proximal ends. 
Further, Rom teaches of inserting the end of the catheter, having the other end of said catheter attached to the pump assembly, into 
an incision upstream of the vessel of interest (here the aorta). It is widely practiced and well known in the art to insert a catheter or 
cannula into a vessel over a guidewire. Therefore, it would have been obvious to one having ordinary skill in the art, at the time of 
the invention, to use a guidewire as the guide mechanism, by passing said guidewire through the lumen of the catheter, for insertion 
of the catheter into the vessel of interest. 

Claims 4-13 & 18-23 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest the 
following: with respect to claim 4 (and its dependents 5, 9, 10, & 20-23) an intravascular pump having a guide comprising a catheter 
attached to a shroud in combination with the other elements of the claim is not. taught by the prior art; with respect to claim 6 (and 
its dependents 7 & 8) an intravascular pump having a purge fluid delivery system for supplying purge fluid to the rotor in 
combination with the other elements of the claim is not taught by the prior art; and with respect to claim 1 1 (and its dependents 12 & 
13) an intravascular pump having a blood pressure detection system in combination with the other elements of the claim is not taught 
by the prior art. 
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GUIDABLE INTRAVASCULAR BLOOD PUMP 
AND RELATED METHODS 
Field of the Invention 

The present invention relates generally to blood 
5 pumps and, more particularly, to an improved intra-vascular 

blood pump having a guide mechanism which provides the 
ability to selectively guide the intravascular pump to a 
desired location within a patient's circulatory system. 
Description of Related Art 

10 Over the years, various types of blood pumps have 

been developed for the purpose of augmenting or replacing 
the blood pumping action of damaged or diseased hearts. 
Blood pumps are commonly used in three situations: (1) for 
acute support during cardio- pulmonary operations; (2) for 

15 short-term support while awaiting recovery of the heart from 

surgery; or (3) as a bridge to keep a patient alive while 
awaiting heart transplantation. The pumps may be designed 
to provide right and/or left ventricular assist, although 
left ventricle assist is the most common application in that 

2 0 it is far more common for the left ventricle to become 

diseased or damaged than it is for the right ventricle. 

Blood pumps must provide leak- free operation and 
must avoid contamination of the fluid by the pump components 
and the external environment. Such pumps must also pump the 

2 5 fluid at a suitable rate without applying excessive Reynolds 

shear stress to the fluid. It is well known to those 
skilled in the art that lysis or cell destruction may result 
from application of shear stress to cell membranes. Red 
blood cells are particularly susceptible to shear stress 

30 damage as their cell membranes do not include a reinforcing 
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cytoskeleton to maintain cell shape. Lysis of white blood 
cells and platelets also occurs upon application of high 
shear stress. Lysis of red blood cells can result in 
release of cell contents which trigger subsequent platelet 
5 aggregation. Sublytic shear stress leads to cellular 

alterations and direct activation and aggregation of 
platelets and white blood cells. 

Intravascular blood pumps comprise miniaturized 
blood pumps capable of being percutaneously or surgically 

10 introduced into the vascular system of a patient, typically 

to provide left and/or right heart support . One type of 
intravascular pump is an axial flow blood pump comprising a 
cable -mounted rotor surrounded by a protective shroud. The 
pump, along with the rotor and shroud, are mounted at the 

15 end of an elongated flexible catheter. The catheter is 

inserted into the aorta from a remote entry point, such as 
an incision below the groin that provides access into a 
femoral artery. The catheter then passes through the 
descending aorta until it reaches the ascending aorta, near 

2 0 the heart. The catheter device encloses a rotating drive 

cable which is coupled to the impeller blade at one end, and 
which emerges from the exposed end of the catheter, near the 
patient 1 s groin, at the other end. When the exposed end of 
the drive cable is mechanically rotated, using a device 

25 located outside the patient's body, it conveys the 

rotational force through the length of the catheter, causing 
the impeller to spin at high speed near the heart. This 
type of blood pump finds particular application in providing 
ventricular assist during surgery or providing temporary 

30 bridging support to help a patient survive a crisis. 

While generally effective in providing ventricular 
assisting functions, prior art intravascular blood pumps 
nonetheless suffer various drawbacks. A significant 
drawback is that prior art intravascular blood pumps are 

35 difficult to guide into the appropriate position within the 
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circulatory system of a patient. This is due largely to the 
fact that the elongated catheter is incapable of providing 
the degree of control necessary to easily negotiate the pump 
through the tortuous pathways leading up to and into the 
heart. When attempting to place the blood pump in a 
trans -valvular configuration (with the inlet in the left 
ventricle and the pump outlet in the ascending aorta) , the 
natural tendency of the catheter to stay straight may cause 
the pump to be inadvertently placed in the carotid ostia, 
which can be dangerous if the pump is operated to withdraw 
blood from the brain. 

To overcome these difficulties, certain guide 
mechanisms may be employed to assist the physician placing 
the pump in the appropriate position within the circulatory 
system. One type of supplemental guide mechanism is a guide 
catheter. Guide catheters are designed with certain 
guidability characteristics such that physicians can 
selectively position them within the vasculature or heart 
with relative ease. A central lumen is provided within the 
guide catheter such that the intravascular pump may be 
introduced therein and guided while it is advanced towards 
the predetermined circulatory site. While generally 
effective at providing a guiding feature for such 
intravascular blood pumps, employing such supplemental guide 
mechanisms is nonetheless disadvantageous in that they 
consume valuable space within the vessels. A guide 
catheter, for example, would necessarily be larger in 
diameter than the diameter of the pump and protective shroud 
in order to provide adequate passage of those components. 
As will be appreciated, this restricts the amount of space 
available for blood to flow within the particular vessel, 
and increases the size of the required puncture wound for 
accessing the vessel. 

The present invention is directed at eliminating 
and/or reducing the effects of the foregoing drawbacks of 



prior art intravascular blood pumps . 
Summary of the Invention 

The present invention overcomes the drawbacks of 
the prior art by providing an improved intravascular blood 
pump equipped with integrated features for selectively- 
guiding the intravascular blood pump to a predetermined 
location in the patient 1 s circulatory system, i.e. heart 
and/or vasculature. In so doing, the intravascular blood 
pump of the present invention eliminates the need for 
supplemental guiding mechanisms, such as a separate, large 
diameter guide catheter as used in the prior art . 

In a first broad aspect of the present invention, 
an intravascular blood pump system is provided comprising an 
intravascular blood pump having a cannula coupled thereto 
and an "over- the- wire 11 type guide mechanism for selectively 
positioning the intravascular blood pump and cannula at a 
predetermined location within the circulatory system of a 
patient. To accomplish this, a central lumen is formed 
through at least a portion of the intravascular blood pump 
system such that a guide element, such as a guide wire, may 
be progressed therethrough and advanced to the predetermined 
location in the circulatory system of the patient. After 
the guide element is advanced to this desired location, the 
intravascular blood pump and cannula may thereafter be 
advanced along the guide element to the desired location. 

In a second broad aspect of the present invention, 
an intravascular blood pump system is provided comprising an 
intravascular blood pump having a cannula coupled thereto 
and a "side-rigger" or "rapid exchange" type guide mechanism 
for selectively positioning the intravascular blood pump and 
cannula at a predetermined location within the circulatory 
system of a patient. To accomplish this, a side lumen is 
formed along a length of at least one of the intravascular 
blood pump and the cannula. A guide element, such as a 
guide wire, may be advanced to the predetermined location in 
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the circulatory system of the patient. After the guide 
element is advanced to this desired location, the 
intravascular blood pump and cannula may thereafter be 
advanced along the guide element to the desired location. 
5 In a third broad aspect of the present invention, 

an intravascular blood pump system is provided comprising an 
intravascular blood pump having a cannula coupled thereto 
and a "guide catheter" type guide mechanism for selectively 
positioning the intravascular blood pump and cannula at a 
10 predetermined location within the circulatory system of a 

patient. The pump system of this broad aspect includes a 
conduit assembly and a separate pump assembly. The conduit 
assembly includes a guide catheter, a rotor shroud, and a 
cannula, with the cannula and guide catheter disposed on 
15 either side of the rotor shroud. The pump assembly includes 

a rotor, a drive member coupled to the rotor, and a pump 
disposed between the rotor and the drive member. The guide 
catheter is dimensioned to receive and guide the pump 
assembly to the point where the rotor docks within the rotor 

2 0 shroud so as to form an operational blood pump. This 

configuration allows the conduit assembly to be precisely 
and efficiently guided into a desired position within the 
body through the use of conventional guiding techniques well 
known in interventional cardiology. The pump assembly may 
25 thereafter be introduced into and guided within the conduit 

until the pump assembly is docked within the rotor shroud. 
This dual construction arrangement provides improved 
placement of the pump assembly by using the conduit as a 
guiding mechanism. 

3 0 The foregoing broad aspects of the present 

invention may be manifested according to the following 
recitations: 

According to a first broad recitation of the 
present invention, an intravascular blood pump system is 
35 provided comprising an intravascular blood pump having a 
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cannula coupled thereto, and a guide mechanism adapted to 
guide the intravascular blood pump and cannula to a 
' predetermined location within the circulatory system of a 
patient . 

5 In a further embodiment, the intravascular blood 

pump includes a rotor, a shroud for receiving the rotor, and 
a drive cable coupled to the rotor for driving the rotor 
within the shroud. 

In a further embodiment, the cannula is coupled to 
10 the shroud of the intravascular blood pump. 

In a further embodiment, the guide mechanism 
comprises a guide catheter coupled to the shroud. 

In a further embodiment, the guide catheter may be 
used to guide the shroud and cannula to the predetermined 
15 location within the circulatory system of the patient, after 

which point the rotor and drive cable of the intravascular 
blood pump may be docked within the shroud for pump 
operation. 

In a further embodiment, the drive cable sheath is 
20 provided having a central lumen for receiving the drive 

cable, and wherein a purge fluid delivery system is coupled 
to the drive cable sheath to deliver purge fluid to the 
rotor . 

In a further embodiment, the drive cable sheath 
25 includes at least one side lumen for delivering the purge 

fluid towards the rotor. 

In a further embodiment, a portion of the purge 
fluid is delivered through the at least one side lumen and 
past the rotor, and a portion of purge fluid is rerouted 
3 0 back from the rotor through the central lumen of the drive 

cable . 

In a further embodiment, a perfusion assembly is 
provided communicatively coupled to the guide catheter for 
selectively rerouting blood from within the guide catheter 
35 to a point downstream from the introduction site of the 



m ■ 



WO 01/17581 PCT/USOO/24515 



guide catheter into the vasculature of the patient . 

In a further embodiment, the perfusion assembly 
includes a first conduit communicatively coupled to the 
guide catheter, a second conduit dimensioned to be 
5 introduced into the vasculature of the patient, and a 

selectively operable valve disposed in between the first 
conduit and the second conduit. 

In a further embodiment, a blood pressure 
detection mechanism is provided to detect the pressure of 
10 the blood proximate at least one of the intravascular blood 

pump and cannula . 

In a further embodiment, the blood pressure 
detection mechanism comprises at least one of fluid filled 
column disposed within at least a portion of the cannula, a 
15 piezoelectric element coupled to at least one of the 

intravascular blood pump and cannula, and a strain gauge 
coupled to at least one of the intravascular blood pump and 
cannula . 

In a further embodiment, the blood pressure 

2 0 detection mechanism involves calculating blood pressure 

based on the relationship between the torque and motor 
current of a motor used to drive the rotor. 

In a further embodiment, the guide mechanism 
comprises a guide element disposed at least partially within 
25 the cannula. 

In a further embodiment, the guide element 
comprises a guide wire for passage through a side lumen 
formed in the cannula. 

In a further embodiment, the guide element 

3 0 comprises a selectively deformable element disposed at least 

partially within the cannula. 

In a further embodiment, the intravascular blood 
pump and cannula may be selectively advanced to the 
predetermined location within the vasculature of the patient 
3 5 by first passing the guide wire to the predetermined 



location and thereafter sliding the intravascular blood pump 
and cannula along the guide wire to the predetermined 
location. 

In a further embodiment, the guide element 
comprises a guide wire for passage through a lumen extending 
through the drive cable and rotor. 

In a further embodiment, the intravascular blood 
pump and cannula may be selectively advanced to the 
predetermined location within the vasculature of the patient 
by first passing the guide wire to the predetermined 
location and thereafter sliding the intravascular blood pump 
and cannula along the guide wire to the predetermine 
location. 

In a further embodiment, the guide mechanism 
further includes guide element for passage through the guide 
catheter to facilitate placement of the shroud and the 
cannula at the predetermined location within the vasculature 
of the patient . 

In a further embodiment, the guide mechanism 
further includes a guide element for passage through a side 
lumen formed along at least a portion of the guide catheter. 

In a further embodiment, the guide element 
comprises at least one of a guide wire and a balloon 
catheter. 

Brief Description of the Drawings 

Many advantages of the present invention will be 
apparent to those skilled in the art with a reading of this 
specification in conjunction with the attached drawings, 
wherein like reference numerals are applied to like elements 
and wherein: 

FIG. 1 is a partial sectional view of a human 
heart illustrating an intravascular blood pump system having 
an "over-the-wire" type guide mechanism according to a first 
broad aspect of the present invention positioned, by way of 
example, in a trans -valvular configuration to provide 
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lef t -heart assist ; 

FIG. 2 is side view of the guidable intravascular 
blood pump system of the type shown in FIG. 1 including a 
motor coupler and purge fluid delivery system according to 
5 an exemplary embodiment of the present invention; 

FIG. 3 is a cross- sectional view illustrating an 
exemplary construction of the blood pump, drive cable 
assembly, and cannula of the intravascular blood pump system 
according to the first broad aspect of the present 
10 invention; 

FIG. 4 is a cross-sectional view taken along lines 
4-4 of FIG. 3 illustrating an exemplary construction of the 
drive cable assembly and guide mechanism according to the 
first broad aspect of the present invention; 
15 FIG. 5 is a cross- sectional view illustrating an 

exemplary construction of the motor coupler and purge fluid 
delivery system according to the first broad aspect of the 
present invention; 

FIG. 6 is a partial sectional view of a human 

2 0 heart illustrating an intravascular blood pump system having 

a "rapid exchange" or "side-rigger" type guide mechanism 
according to a second broad aspect of the present invention 
positioned, by way of example, in a trans-valvular 
configuration to provide left-heart assist; 
25 FIG. 7 is side view of the guidable intravascular 

blood pump system of the type shown in FIG. 6 including a 
motor coupler and purge fluid delivery system according to 
an exemplary embodiment of the present invention; 

FIG. 8 is a cross- sectional view taken along lines 

3 0 8-8 of FIG. 7 illustrating the "side-rigger" or "rapid 

exchange" type guide mechanism according to the second broad 
aspect of the present invention; 

FIG. 9 is a cross- sectional view of the type shown 
in FIG. 8 illustrating an alternate configuration of the 
35 guide mechanism according to the second broad aspect of the 
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pre s ent invent i on ; 

FIG. 10 is a partial sectional view of a human 
heart illustrating an intravascular blood pump system having 
a "guide catheter" type guide mechanism according to a third 
broad aspect of the present invention positioned, by way of 
example, in a trans -valvular configuration to provide 
left-heart assist; 

FIG. 11 is a schematic view of a human being 
illustrating the intravascular blood pump system of the type 
shown in FIG. 10 inserted through the femoral artery and 
including an optional perfusion assembly for perfusing the 
vasculature downstream from the incision site where guide 
catheter enters the femoral artery; 

FIG. 12 is a side view of the intravascular blood 
pump system shown in FIGS. 10-11 illustrating the separable 
nature of a pump assembly and a conduit assembly which 
collectively form the intravascular blood pump system 
according to the third broad aspect of the present 
invention; 

FIG. 13 is a side view illustrating the 
intravascular blood pump system shown in FIG. 12 with the 
pump assembly docked into the conduit assembly according to 
the third broad aspect of the present invention; 

FIG. 14 is a cross- sectional view illustrating an 
exemplary construction of the blood pump, drive cable 
assembly, cannula, and guide catheter of the intravascular 
blood pump system shown in FIG. 13; 

FIG . 15 is a cross-sectional view taken along 
lines 15-15 of FIG. 14 illustrating an exemplary 
construction of the drive cable assembly and guide catheter 
according to the third broad aspect of the present 
invention; 

FIG. 16 is a cross- sectional view illustrating an 
exemplary construction of the motor coupler, purge fluid 
delivery system, and a proximal portion of the guide 
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catheter biasing assembly according to the third broad 
aspect of the present invention; 

FIG. 17 is a cross-sectional view illustrating an 
exemplary construction of the perfusion assembly and a 
5 distal portion of the guide catheter biasing assembly 

according to the third broad aspect of the present 
invention; 

FIG. 18 is a cross-sectional view of an 
intravascular blood pump system of the type shown in FIGS . 

10 12-13 having an alternate configuration for docking the 

rotor within the shroud according to the principles of the 
present invention; and 

FIG. 19 is a partial sectional view of a human 
heart illustrating an alternate intravascular blood pump 

15 system having an "over -the- wire " type guide mechanism 

according to the first broad aspect of the present invention 
positioned, by way of example, in a trans -valvular 
configuration to provide right-heart assist. 
Detailed Description of the Invention 

2 0 Illustrative embodiments of the invention are 

described below. In the interest of clarity, not all 
features of an actual implementation may be described in 
this specification. It will of course be appreciated that 
in the development of any such actual embodiment, numerous 
25 implementation-specific decisions must be made to achieve 

the developers 1 specific goals, such as compliance with 
system- related and business-related constraints, which will 
vary from one implementation to another. Moreover, it will 
be appreciated that such a development effort might be 

3 0 complex and time-consuming, but would nevertheless be a 

routine undertaking for those of ordinary skill in the art 
having the benefit of this disclosure. 

The present invention involves an intravascular 
pump system for use in a number of broad ranging 
35 applications involving the augmentation of blood flow within 
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the circulatory system of a patient. As will be described 
below, the intravascular blood pump system of the present 
invention overcomes the drawbacks of the prior art by 
providing a guide mechanism as part of the intravascular 
5 blood pump. This advantageously allows the intravascular 

blood pump to be selectively guided to a predetermined 
location within the circulatory system of a patient without 
the need for bulky supplemental guide mechanisms, such as a 
separate guide catheter. 

10 The intravascular pump assembly of the present 

invention is particularly suited for trans -valvular use, 
such as for left and/or right ventricular assist procedures. 
By way of example only, such ventricular assist procedures 
may be employed in cardiac operations including, but not 

15 limited to, coronary bypass graft (CABG) , cardio-pulmonary 

bypass (CPB) , open chest and closed chest (minimally 
invasive) surgery, bridge- to- transplant and/or 
f ailure-to-wean-f rom-bypass situations. It is to be readily 
understood, however, that the intravascular blood pump 

2 0 assembly and methods of the present invention are not to be 

limited to such applications. Moreover, while illustrated 
and described largely with reference to left-heart assist 
applications, it is to be readily understood that the 
principles of the present invention apply equally with 

25 regard to right-heart assist application, which are 

contemplated as within the scope of the present invention. 
These and other variations and additional features will be 
described throughout. 

Referring to FIG. 1, shown is a guidable 

30 intra- vascular blood pump system 10 according to a first 

broad aspect of the present invention shown, by way of 
example only, in a left -heart assist configuration within a 
human heart. The system 10 includes an intravascular blood 
pump 12, a cannula 14, and an "over- the- wire" type guide 

35 mechanism 16. A drive cable assembly 18 and a motor 
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assembly 2 0 are provided to drive the intravascular blood 
pump 12. The "over -the -wire" guide mechanism 16 comprises 
a suitable guide . element dimensioned to pass slideably 
through a central lumen extending through the drive cable 
5 18 , blood pump 12, and cannula 14. Suitable guide elements 

may include any number of conventional guiding devices, 
including but limited to those employed in cardiology. By 
way of example only, the guide element is shown as a guide 
wire 22. According to the present invention, the 

10 "over-the-wire" guide mechanism 16 provides the ability to 

selectively guide the blood pump 12 and cannula 14 to a 
predetermined position in the circulatory system of a 
patient, such as the trans -valvular position shown. 

To accomplish this, the guide wire 22 is first 

15 introduced into the vascular system of a patient through any 

suitable access point, such as through the use of the well 
known Seldinger technique. The guide wire 22 can then be 
advanced within the patient to a desired location within the 
circulatory system of the patient. This may be done using 

20 the control features of the guide wire 22 itself, or may be 

facilitated through the use of any number of supplemental 
guidance mechanisms or techniques to ensure the proper and 
efficient placement of the guide wire 22. Such supplemental 
guidance techniques may include, but are not necessarily 

25 limited to, guide catheters and/ or techniques involving 

ultra- sound or flouroscopy. Once the guide wire 22 is 
positioned at the desired location (such as in left 
ventricle as shown) , the blood pump 12 and cannula 14 may 
thereafter be advanced along the guide wire 22 and 

30 positioned in the trans -valvular configuration shown. Under 

the operation of the motor assembly 20, the blood pump 12 
may be used for left-heart assist by selectively withdrawing 
blood from the left ventricle (through the interior of the 
cannula 14) for delivery outward through outflow apertures 

3 5 formed in the blood pump 12. This outflow from the blood 
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pump 12 flows along the exterior of the drive cable assembly 
18 in a substantially axial fashion for arterial 
distribution throughout the body. 

Referring to FIGS. 2-5, an exemplary embodiment of 
the intravascular blood pump system 10 of FIG. 1 will now be 
described. As shown in FIG. 2, the intravascular blood pump 
system 10 includes a motor coupler 24 and, as will be 
described in greater detail below, a purge fluid delivery 
system 26 for providing a two-way fluid flow within the 
drive cable assembly 18 during pump operation. The purge 
fluid delivery system 26 includes a fluid inlet conduit 28 
for introducing pressurized purge fluid from a fluid source 
(not shown) for delivery into the blood pump 12, and a fluid 
outlet conduit 3 0 to withdraw a return flow of purge fluid 
from the blood pump 12. The motor coupler 24 establishes a 
mechanical connection between a motor (not shown) and a 
drive cable (not shown) for providing motive force to the 
blood pump 12 for pump operation. The drive cable assembly 
18 includes a drive cable sheath 32 which, in addition to 
serving a purge fluid delivery function, also serves as a 
protective housing for the drive cable (not shown) . 
Although shown in broken form for clarity, it will be 
appreciated that the drive cable assembly 18 (and all 
components thereof) may be provided in any suitable length 
sufficient for intravascular applications. That is to say, 
the length of the drive cable assembly 18 must be enough to 
reach between the motor coupler 24 and purge fluid delivery 
system 26, located outside the patient, and the desired 
location within the patient 1 s circulatory system where the 
blood pump 12 is to be positioned. 

The intravascular blood pump 12 is shown (by way 
of example only) as an axial flow intravascular blood pump. 
The blood pump 12 includes pump body 34, a rotor shroud 36 
having flow ports 38, and an internally disposed rotor (not 
shown) having a shaft rotatably disposed within the pump 
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body 34 and an impeller rotatably disposed within the rotor 
shroud 36. The cannula 14 is fixedly attached to the rotor 
shroud 3 6 and may extend any suitable length therefrom 
depending upon the particular intravascular application. 
5 The cannula 14 preferably includes a plurality of ports or 

fenestrations 40 about its distal region, as well as an end 
port 42, which allow for the ingress or egress of blood into 
or from the cannula 14 depending upon the operation of the 
blood pump 12. That is to say, if the pump 12 is configured 

10 for left-heart assist as shown in FIG. 1, then the ports 40, 

42 will allow the ingress of blood into the cannula 14 from 
the left ventricle. If, on the other hand, the blood pump 
12 is configured for right-heart assist (i.e. with the pump 
12 in the right atrium and the distal end of the cannula 14 

15 located within the pulmonary artery) , then the ports 40, 42 

will allow the egress of blood from the cannula 14 into the 
pulmonary artery. (Details on right-heart assist 

applications will be discussed in greater detail below.) The 
pump 12 and cannula 14 may be dimensioned to any suitable 

20 diameter for intravascular applications. For example, the 

range of sizes may include, but is not necessarily limited 
to, 9 French to 3 0 French, although the range is more 
preferably from 14 French to 24 French, and most preferably 
from 18 French to 20 French. 

25 The "over -the -wire" type guide mechanism 16 

includes the guide wire 22 and, as will be explained in 
greater detail below, a central lumen extending through the 
cannula 14, blood pump 12, drive cable assembly 18, purge 
fluid delivery system 26, and motor coupler 24. As noted 

3 0 above, the central lumen is dimensioned to slideably receive 

the guide wire 22 such that the blood pump 12 and cannula 14 
may be slideably advanced along the guide wire 22 to a 
desired location within the circulatory system of a patient 
after the guide wire 22 has been so positioned using 

3 5 conventional guidance techniques. It is to be readily 



- 16 - 



understood that, while shown as a conventional guide wire 
22, the guide element forming part of the guide mechanism 16 
of the present invention may include any number of well 
known guidance mechanisms depending upon the application, 
including but not limited to balloon catheters, imaging 
wires, and guide catheters dimensioned to be slideably 
received through the central lumen. For example, although 
not appropriate for retrograde progression (such as the 
left-heart application shown in FIG. 1) , a balloon catheter 
may be a suitable guidance mechanism for a right -heart 
assist application. In such a case, the balloon may be 
inflated and used as a "sail" to direct the catheter to a 
desired location (such as the pulmonary artery) , after which 
point the blood pump 12 and cannula 14 can be advanced over 
the catheter to a trans-valvular configuration with the 
blood pump 12 in the right atrium and the ports 38, 40 of 
the cannula 14 in the pulmonary artery. 

FIGS. 3 and 4 further detail the construction of 
the blood pump 12, cannula 14, drive cable assembly 18, and 
"over-the-wire" guide mechanism 16. The blood pump 12 
includes a rotor 44 having a shaft 46 and an impeller 48. 
The shaft 4 6 is rotatably disposed within the pump body 34 
via a bearing pack comprising, by way of example, ball 
bearing assemblies 50, 52 and spring 54. Ball bearings 
assemblies 50, 52 are well known in the art, each comprising 
an inner race which rotates along with the rotor shaft 46, 
an outer race which remains in a static and fixed position 
against the inner surface of the pump body 34, and a 
plurality of ball bearings disposed between the inner and 
outer races. The spring 54 biases each bearing assembly 50, 
52 axially away from one another to reduce axial play during 
pump operation. The shaft 4 6 is generally hollow and 
dimensioned to receive a cable adapter 60 therein for the 
purpose of coupling the rotor 44 to a drive cable 62 forming 
part of the drive cable assembly 18. The drive cable 62 may 
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be secured to the cable adapter 60 in any number of suitable 
fashions, including but not limited to the use of adhesives, 
crimping, and laser welding. These same techniques may be 
used to secure the cable adapter 60 within the shaft 46 of 
5 the rotor 44 . A radial seal 64 is provided in between the 

wall of the pump body 34 and a distal stepped region 66 on 
the rotor shaft 46, the function of which will be described 
below. 

The impeller 48 includes a hub 56 and a plurality 
10 of blades 58 extending therefrom. The hub 56 is generally 

conical and, according to the first broad aspect of the 
present invention, is hollow throughout to form part of the 
central lumen of the guide mechanism 16. In this regard, 
the hub 56 is preferably provided with a gasket or seal 
15 member 68 at its distal tip. The seal member 68 may be made 

of any suitable sealing material (including but not limited 
to silicone) such that the pump 12 and cannula 14 may be 
easily progressed along the guide wire 22 for delivery to a 
desired circulatory site. The seal member 68 should also be 

2 0 robust enough to prevent the ingress of blood into the 

interior of the rotor hub 56 during pump operation, whether 
the guide wire 22 remains in place or is fully withdrawn. 
The blades 58 are dimensioned to reside in close tolerance 
with the interior surface of the shroud 36. In operation, 
25 the blades 58 impart both an axial and radial vector on the 

blood which causes it to flow outward through the flow ports 
38 formed in the shroud 36. As used herein, the term "axial 
flow" is deemed to include flow characteristics like that 
shown in FIG. 3, which include both an axial and slight 

3 0 radial component. It is to be readily appreciated that, 

although shown as an axial flow type, blood pump 12 may 
comprise any number of suitable types of intravascular blood 
pumps, including but not limited to so-called "mixed flow" 
intravascular blood pumps without departing from the scope 
35 of the present invention. 
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The cannula 14 is coupled at its proximal end to 
the rotor shroud 36. This may be accomplished in any number 
of fashions, including but not limited to the use of 
adhesives. This may also be facilitated by dimensioning the 
5 shroud 36 to include a narrow inlet region 7 0 capable of 

being received flushly within the proximal end of the 
cannula 14. The inlet region 70 of the shroud 36 should 
preferably have a tapered interior surface for establishing 
a smooth flow transition between the cannula 14 and the 

10 region containing the impeller blades 58. Although shown as 

a single integral element, it is to be understood that the 
pump body 34 and shroud 36 may comprise two separate (and 
sometimes separable) components, the significance of which 
will become apparent below. The pump body 34 and shroud 36 

15 may be constructed from any number of suitable materials, 

including but not limited to stainless steel or other 
medical grade compositions or alloys. The cannula 14 may 
also be constructed from any number of suitable materials, 
including but not limited to medical grade plastics. As 

2 0 shown, the cannula 14 may also be fortified with 

spiral -wound reinforcement wire 72 within the walls of the 
cannula 14 . 

The drive cable assembly 18 includes the drive 
cable 62 and the drive cable sheath 32. The drive cable 62 
25 is coupled to the rotor 44 via the cable adapter 60. The 

drive cable sheath 32 includes a central lumen 74 and a 
plurality of side lumens 76. The central lumen 74 serves as 
a protective covering for the drive cable 62. The central 
lumen 74, along with the side lumens 76, also forms part of 

3 0 the purge fluid delivery system 26 shown above in FIG. 2, 

which will be described in greater detail below. The side 
lumens 76 are provided in fluid communication with the fluid 
inlet conduit 28, while the central lumen 74 is provided in 
fluid communication with the fluid outlet conduit 30. The 
35 side lumens 76 are thus configured to deliver purge fluid 



into the pump 12, while the central lumen 74 is configured 
to transport purge fluid away from the pump 12 along the 
length of the drive cable 62 . 

The pressurized purge fluid within the side lumens 
7 6. may take one of two flow paths upon entry into the pump 
12 . One flow path passes through the interior of the pump 
12 and onward past the radial seal 64 to prevent the ingress 
of blood into the pump body 34 during pump operation. More 
specifically, the purge fluid flows distally around the 
cable adapter 60, through the ball bearing assemblies 50, 
52, and onward past the radial seal 64. This egress of 
purge fluid past the radial seal 64 can be controlled to 
effectively thwart the ingress of blood past the radial seal 
64, which might otherwise cause clotting and/or pump damage. 
The other flow path is directed back out the central lumen 
74 for delivery to the fluid outlet conduit 30. In so 
doing, this flow path bathes the components of the pump 12 
and/ or drive cable 62 and thereby reduces frictional heating 
within the pump 12 and/or the central lumen 74 of the sheath 
32 during pump operation. 

The "over- the- wire" guide mechanism 16 includes a 
central lumen through which the guide wire 22 may extend for 
the purpose of slideably advancing the blood pump 12 and 
cannula 14 into a desired position within the circulatory 
system of a patient. In the embodiment shown, this central 
lumen is established by forming and co-aligning the 
individual central lumens within each of the drive cable 62, 
the cable adapter 60, the shaft 46 and hub 56 of the rotor 
44, and the cannula 14. In this regard, the drive cable 62 
is preferably of wound-wire construction having a central 
lumen formed therein. The central lumens within the cable 
adapter 60, rotor 44, and gasket 68 may be formed via 
machining or molding processes . These central lumens should 
preferably be sized such that they permit the slideable 
passage of the pump 12 and cannula 14 therealong, but do not 
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interfere with or constrain the guide wire 22 to cause 
inadvertent rotation of the guide wire 22 during pump 
- operation. As noted above, it is also contemplated to 
remove the guide wire 22 after the pump 12 and cannula 14 
5 are properly positioned in the patient. In this case, the 

gasket or seal 68 on the hub 56 should be robust enough to 
reseal after the guide wire 22 is withdrawn and prevent the 
ingress of blood into the interior of the rotor 44 . 

Referring to FIG. 5, the motor coupler 24 includes 

10 a housing 78, a drive shaft adapter 80, and a bearing 

assembly 82. The drive shaft adapter 80 includes a drive 
shaft coupler 84 dimensioned to receive a drive shaft of a 
motor (not shown) , and a drive cable coupler 8 6 dimensioned 
to receive the drive cable 62. Any of a variety of 

15 attachment techniques may be employed to securely fasten the 

drive cable 62 to the drive cable coupler 86, including but 
not limited to adhesives, crimping, and laser welding. The 
drive shaft adapter 8 0 is rotatably disposed within the 
housing 78 by the bearing assembly 82. The bearing assembly 

2 0 82 includes a sleeve 88 (which may alternatively be formed 

as an integral part of the housing 78) for retaining a pair 
of ball bearing assemblies 90, 92 and a spring 94 of the 
type described above. That is, each bearing assembly 90, 92 
generally comprises an inner race which rotates along with 
25 the drive shaft adapter 80, an outer race which remains in 

a static and fixed position against the inner surface of the 
retaining sleeve 88, and a plurality of ball bearings 
disposed between the inner and outer races. The spring 94 
is provided to bias each bearing assembly 90, 92 axially 

3 0 away from one another to reduce axial play during operation. 

The purge fluid delivery system 26 includes a 
housing 96 having a central lumen 98, an inflow port 100, 
and an outflow port 102. The housing 96 is also dimensioned 
to matingly receive a portion of the motor coupler 24 . In 
3 5 this regard, a seal element 104 is provided sandwiched in 
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between the housing 96 and housing 78 and including an 
aperture which extends about the drive shaft adapter 8 0 as 
it exits the housing 78 to prevent the ingress of purge 
fluid into the motor coupler 24 . A fluid guide structure 
5 106 is also provided within the central lumen 98 for the 

purpose of separating the inflow and outflow ports 100, 102. 
The fluid guide structure 106 includes a central lumen 108 
through which the drive cable 62 extends, and an elevated 
portion 110 that retains an O-ring 112 against the inner 

10 surface of the central lumen 98 of the housing 96. The 

drive cable sheath 32 is secured to the housing 96 such that 
the inflow port 100 is communicatively coupled to the side 
lumens 76, and the outflow port 102 is communicatively 
coupled to the central lumen 74. In this fashion, 

15 pressurized purge fluid may be introduced through the inflow 

port 100 via inflow conduit 28, and removed through the 
outflow port 102 via outflow conduit 30. By way of example, 
the inflow conduit 28 and outflow conduit 3 0 may be coupled 
to their respective ports 100, 102 via barbed connectors 

20 114. Similarly, the inflow and outflow conduits 28, 30 may 

be equipped with any number of suitable connectors (such as 
those illustrated by way of example in FIG. 2) for 
establishing fluid communication with a source of 
pressurized fluid (not shown) . The pressurized fluid source 

25 (not shown) may include, but is not necessarily limited to, 

the use of a syringe, an indeflator, a fluid delivery pump, 
or an accumulator arrangement to provide the requisite 
delivery of pressurized fluid. The purge fluid delivery 
system 26 thus provides a two-way transmission of purge 

3 0 fluid within the drive cable sheath 32 for the purposes of 

cooling the blood pump 12 and preventing the ingress of 
blood past the radial seal 64 and into blood pump 12. 

Referring to FIG. 6, shown is a guidable 
intra-vascular blood pump system 120 according to a second 

35 broad aspect of the present invention. As will be described 
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hereinafter, the intravascular blood pump system 120 differs 
from the intravascular blood pump system 10 described above 
only as to the type of guide mechanism employed. In the 
interest of clarity and consistency, then, like reference 
5 numerals will be used to denote like elements and 

distinctions pointed out where necessary. Moreover, due to 
the commonality of principles employed in both intravascular 
blood pump systems 10, 120, a discussion to the level of 
detail set forth above is not deemed necessary with regard 

10 to the intravascular blood pump system 120. Instead, those 

aspects in common with the intravascular blood pump 10 are 
hereby incorporated into the discussion of the intravascular 
blood pump system 120. 

In its most general form, the intravascular blood 

15 pump system 120 of this second broad aspect of the present 

invention comprises the blood pump 12 and cannula 14 
arrangement, wherein the cannula 14 is equipped with a 
"side -rigger" or "rapid exchange" guide mechanism 122. In 
an important aspect of the present invention, the "rapid 

2 0 exchange" or "side-rigger" guide mechanism 122 includes a 

guide carriage 124 formed along at least a portion of the 
cannula 14, and a suitable guide element (such as guide wire 
22) dimensioned to pass slidably through a lumen (not shown) 
extending through the guide carriage 124. The "rapid 

25 exchange" guide mechanism 122 thereby provides the ability 

to selectively guide the blood pump 12 and cannula. 14 to a 
predetermined position in the circulatory system of a 
patient in the manner described above. Namely, the guide 
wire 22 may be first introduced into the vascular system of 

30 a* patient through any suitable access point and guided to a 

desired location within the circulatory system of the 
patient, i.e. the left ventricle as shown. The blood pump 
12 and cannula 14 may thereafter be advanced along the guide 
wire 22 and positioned in the trans -valvular configuration 

35 shown for providing left-heart assist. 
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FIGS . 7-9 further illustrate the "side -rigger" or 
"rapid- exchange" guide mechanism 122 of this second broad 
aspect of the present invention. In a preferred embodiment, 
the "side-rigger" guide mechanism 122 includes a lumen 126 
5 formed within the guide carriage 124. The guide carriage 

124 is preferably formed as an integral extension of the 
wall of the cannula 14. FIGS. 7 and 8 comport with the 
embodiment shown in FIG. 6, namely illustrating the guide 
carriage 124 formed along the exterior surface of the 

10 cannula 14. FIG. 9 illustrates an alternate embodiment 

wherein the guide carriage 124 may be formed along the 
interior surface of the cannula 14. In either case, the 
guide wire 22 is advanced to a desired location in the 
vasculature of the patient, after which point the blood pump 

15 12 and cannula 14 can be slidably advanced therealong for 

delivery to the desired location according to the present 
invention. The guide wire 22 may thereafter be withdrawn 
from the patient. If the guide carriage 124 is formed along 
the exterior surface of the cannula 14 (as shown in FIGS. 

2 0 7-8) , then the cannula 14 should preferably be positioned so 

that the guide carriage 124 does not extend in a 
trans -valvular fashion. For example, with reference to FIG. 
6, the guide carriage 124 should be positioned wholly within 
the left ventricle such that the pulsatile blood flow during 

2 5 beating heart procedures will not inadvertently pass through 

the side lumen 126 and pass through the aortic valve. 

The intravascular blood pump system 120 is 
constructed in virtually the same manner as the 
intravascular blood pump system 10 shown and described 

3 0 above, with the exception of the location of the respective 

guide mechanisms 16, 122. More specifically, because the 
guide mechanism 122 is disposed along the side of the 
cannula 14, there is no need to form a central lumen 
extending through the blood pump 12, drive cable assembly 
35 18, purge fluid delivery system 26, and motor coupler 24 as 
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detailed above with regard to the intravascular blood pump 
system 10. As such, these components need not be specially 
machined or molded to include such central lumens as was 
required with the intravascular blood pump system 10 set 
5 forth above . 

Referring to FIG. 10, shown is a guidable 
intravascular blood pump system 13 0 according to a third 
broad aspect of the present invention. Again, due to the 
commonality between many of the same components and features 

10 of the intravascular blood pump systems described above and 

the intravascular blood pump system 130, like reference 
numerals will be used to denote like elements and 
distinctions pointed out where necessary. As will be 
explained in greater detail below, the intravascular blood 

15 pump system 130 employs yet another unique and useful guide 

mechanism according to the present invention. However, 
because many of the same components are employed, a 
discussion to the level of detail set forth above is not 
deemed necessary with regard to the intravascular blood pump 

20 system 130. Instead, those aspects in common with the 

intravascular blood pumps described above are hereby 
incorporated into the discussion of the intravascular blood 
pump system 130. 

In its most general form, the intravascular blood 

25 pump system 13 0 of this third broad aspect of the present 

invention comprises the blood pump 12 and cannula 14 
arrangement, wherein a "guide catheter" 132 is provided as 
the guide mechanism for positioning the pump 12 and cannula 
14 at a desired location within the circulatory system of 

30 the patient. More specifically, with brief reference to 

FIG. 12, the intravascular blood pump system 13 0 is formed 
in two separate assemblies according to the present 
invention: a conduit assembly 134 and pump assembly 136. In 
its most basic form, the conduit assembly 134 comprises the 

35 guide catheter 132 and cannula 14 coupled to the rotor 
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shroud 36. The pump assembly 136 is constructed such that 
the pump body 34 and rotor 44 can be disengaged from the 
rotor shroud 36 and removed entirely from the conduit 
assembly 134. Referring again to FIG. 10, this dual 
5 construction forms a significant feature of the present 

invention because it provides the ability to form the blood 
pump 12 at a desired location in a patient using two 
separate and distinct steps. The first step involves 
positioning the conduit assembly 134 (with the pump assembly 
10 136 removed) within a patient such that the shroud 36 and 

cannula 14 are each disposed in a desired location, such as 
a trans-valvular configuration for cardiac assist 
procedures. In an important aspect, the task of positioning 
the conduit assembly 134 within the patient may be 
15 advantageously facilitated through the use of any number of 

well known guidance mechanisms, including but not limited to 
guide wires, balloon catheters, imaging wires, guide 
catheters, and/or techniques involving ultra- sound or 
flouroscopy. The second step in providing the intravascular 
2 0 blood pump system 13 0 of the present invention involves 

advancing the pump assembly 136 through the conduit assembly 
134 such that the rotor 44 docks within the shroud 3 6 to 
form the pump 12 at the desired location. 

By way of clarification, the term "cannula" is 
25 used to denote cannula 14 because it serves a primary 

purpose of transporting fluid into the blood pump 12, 
whereas the term "catheter" is used to denote the catheter 
132 because it serves a primary purpose of guiding or 
directing devices or components (i.e. the pump assembly 136) 
30 to a desired location within the body. It is to be readily 

understood, however, that these terms are only used for 
convenience and in a general fashion such that the cannula 
14 may serve certain guiding functions and the catheter 132 
may serve certain fluid transportation functions without 
3 5 departing from the scope of the present invention. For 
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example, the cannula" 14 may be equipped with dedicated 
lumens to receive various guide mechanisms (such as guide 
wires, balloon catheters, selectively deformable elements 
such as Nitonol, etc) . In similar fashion, the guide 
5 catheter 132 may be used to transport fluid to and/or from 

the patient, such as by providing apertures 138 along 
predetermined regions of the catheter 132 . 

FIG. 11 demonstrates a significant feature of the 
present invention involving the use of the guide catheter 

10 132 to transport fluid to and/or from the patient. An 

optional perfusion assembly 140 is provided as part of the 
intravascular blood pump system 13 0 of the present 
invention. The perfusion assembly 14 0 includes a conduit 
142 in fluid communication with the apertures 13 8, which in 

15 this case are formed near the distal region of the guide 

catheter 132 a short distance downstream from the blood pump 
12. In use, blood will pass along the exterior of the guide 
catheter 132 for distribution throughout the body, as well 
as within the interior of the guide catheter 132 after 

20 passing into the apertures 138. The perfusion assembly 140 

may then be employed to selectively reroute blood from 
within the guide catheter 132 to a point within the 
patient 1 s vasculature downstream from the point where the 
guide catheter 132 enters the body. A hemostasis valve 

25 assembly 146 of the perfusion assembly 140 permits the drive 

cable assembly 18 to pass through to the purge fluid 
delivery system 26 while preventing blood flow other than 
into the perfusion assembly 140. A seal assembly 150 of the 
purge fluid delivery system 26 permits the drive cable 62 to 

30 pass through to the motor 20 while preventing the flow of 

purge fluid other than into and from the purge fluid 
delivery system 26. The perfusion assembly 140 includes a 
control mechanism 148 for selectively controlling the 
distribution of perfusion blood flow from the perfusion 

35 assembly 140 into the patient. This control mechanism 148 
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may be automatic based on certain feedback criteria or 
manually operated. 

FIGS. 12-17 illustrate an exemplary construction 
of the intravascular blood pump system 13 0 according to the 
third broad aspect of the present invention. As shown in 
FIG. 12, the conduit assembly 134 may be selectively 
disengaged so as to remove the pump assembly 13 6 therefrom. 
According to the present invention, the conduit assembly 134 
may be introduced (without the pump assembly 13 6) into the 
circulatory system of a patient and selectively guided _such 
that the rotor shroud 3 6 and cannula 14 are positioned at a 
desired location. The pump assembly 13 6 can thereafter be 
selectively introduced into the conduit assembly 134 . A 
challenge in such a "back- loading" arrangement is ensuring 
that the pump assembly 13 6 docks appropriately within the 
rotor shroud 36 and is maintained in proper engagement 
during operation of the resulting pump 12. 

An exemplary docking arrangement will now be 
described with reference to FIG. 14. In a preferred 
embodiment, the rotor 44 may be properly and accurately 
docked within the shroud 36 by forming angled mating 
surfaces on corresponding portions of the shroud 3 6 and pump 
body 34 . More specifically, an angled mating surface may be 
formed on the interior surface of the rotor shroud 36 along 
that portion extending proximally from the flow aperture 38. 
A corresponding angled mating surface may be provided along 
the exterior surface of the pump body 34 along a distal 
portion thereof. The mating surfaces shown in FIG. 14 may 
preferably be formed in the range from about 2 degrees to 10 
degrees, and more preferably formed in the range from about 
3 degrees to 6 degrees. Mating angles within these ranges 
are adequate to guide the distal end of the pump body 34 to 
a point generally flush with the proximal edge of the flow 
aperture 38 as shown in FIG. 14. In this fashion, the pump 
assembly 136 and the rotor shroud 36 combine to form the 
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blood pump 12. More importantly, this docking is carried 
out such that the rotor 44 and rotor blades . 58 are 
maintained in proper position for efficient and safe pump 
operation . 

5 An exemplary biasing scheme for maintaining the 

pump assembly 13 6 in this docked relationship will now be 
described with reference to FIGS. 12-13 and 16-17. The 
conduit assembly 134 is preferably equipped with a male 
quick- connect coupling 152 capable of engaging with a female 

10 quick-connect coupling 154 forming part of the perfusion 

assembly 14 0 of the present invention. A bias spring 156 is 
provided in between the perfusion assembly 14 0 and the 
housing 96 of the purge fluid delivery system 26. The bias 
spring 156 is preferably dimensioned so as to be in tension 

15 when the male quick-connect 152 is engaged within the female 

quick-connect 154 as part of the docking process of the 
present invention. As such, the bias spring 156 serves to 
maintain the pump assembly 136 in the docked position within 
the rotor shroud 36. The bias spring 156 may be coupled to 

20 the housing 96 of the purge fluid delivery system 26 in any 

number of suitable fashions. One such coupling arrangement 
may comprise a female quick-connect coupling 158 attached to 
the housing 96 and a male quick-connect coupling 160 
attached to the bias spring 156. 

2 5 An exemplary embodiment of the perfusion assembly 

140 is shown with reference to FIGS. 12-13 and 17. The 
perfusion assembly 14 0 shown includes the hemostasis valve 
146 coupled to the female quick-connect coupling 154. A 
length of tubing 162 extends between the opposing barb 

3 0 connectors of the hemostasis valve 14 6 and the female 

quick-connect coupling 154. A continuous lumen is formed 
extending through the interior of the male quick- connect 
coupling 152, the female-quick-connect coupling 154, the 
tubing 162, and the hemostasis valve 146. The drive cable 
35 assembly 18 extends through this continuous lumen and exits 
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through a Touehy-Borst hemostasis seal 164 which prevents 
the migration of blood out of the proximal end of the 
perfusion assembly 140. A side-port 166 is disposed in 
fluid communication with the central lumen of the perfusion 
5 assembly 140. In one embodiment, this side-port 166 may be 

equipped with a conduit 168 having a stop-cock 170 to 
selectively control the distribution of blood through a 
perfusion conduit (i.e. conduit 142 of FIG. 11) coupled to 
the stop-cock 170. It will be appreciated that this type of 

10 manual control system for selectively perfusing the patient 

may be replaced with control circuitry for automatically 
controlling the rate of perfusion. Such automatic perfusion 
may be based on control algorithms based on contemporaneous 
feedback or pre-programmed thresholds. 

15 The foregoing discussion details a host of 

inventive aspects forming part of the present invention. It 
will be appreciated by those skilled in the art that changes 
could be made to the embodiments described above without 
departing from the broad inventive concepts thereof. The 

2 0 following evidences, by way of example only, various 

additional aspects forming part of the present invention. 

FIG. 18 illustrates an alternate configuration of 
the intravascular blood pump system 130 of the third broad 
aspect of the present invention having an alternate bearing 
25 assembly, purge fluid delivery, and docking scheme. The 

bearing assembly includes a seal spring 182 and a bearing 
assembly 180. The bearing assembly 180 includes an inner 
race 184, an outer race 186, and a plurality of balls 188 
which enable the inner race 184 to rotate along with the 

3 0 rotor shaft 46 while the outer race 186 remains in a static 

and fixed position relative to an inner surface of the pump 
body 34. An O-ring 190 is disposed within a groove formed 
in the rotor shaft 4 6 so as to maintain the bearing assembly 
180 against the seal spring 182. The O-ring 190 is further 
35 secured within the groove in the rotor shaft 46 via a 
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contoured lip portion extending from the distal end of the 
cable adapter 60. The proximal end of the cable adapter 60 
flushly engages the drive cable 62. 

The purge fluid delivery system of the embodiment 
5 shown in FIG. 18 provides for a one way delivery of purge 

fluid to the blood pump 12. That is, pressurized fluid 
(namely, fluid pressurized to some level elevated above the 
blood pressure in the surrounding vessel) is injected in 
between the drive cable 62 and the interior of the 

10 protective sheath 32 during operation. This serves to 

reduce any frictional heating that exists between the drive 
cable 62 and sheath 32. The pressurized fluid also flows 
through the interior of the pump 12 such that, if the seal 
at 192 is broken, the pressurized fluid will flow past the 

15 open seal 192 and onward through the blood flow ports 38 

formed in the shroud 36. This serves to keep blood from 
entering the pump 12 in an effort to avoid clotting and/or 
damaging the pump 12 . 

The pump assembly 13 6 may be docked within the 

20 conduit assembly 134 in any number of different fashions 

without departing from the scope of the present invention. 
That is to say, the docking scheme shown in FIG. 18 is set 
forth by way of example only and is not to be deemed 
limiting or restrictive as to numerous ways to temporarily 

25 engage or "dock" the pump assembly 136 within the conduit 

assembly 134 . The only requirement is that the pump 
assembly 136 and conduit assembly 134 dock such that the 
rotor 44 is disposed within the shroud 3 6 to provide the 
desired axial flow through the cannula 14 and out the shroud 

30 36. The exemplary docking scheme involves forming an 

annular engagement groove 194 along the interior of the 
shroud 36, and forming a complementary annular ridge 196 
along the exterior surface of the pump body 34. During 
insertion, the pump assembly 136 will be advanced into the 

35 conduit assembly 134 until the annular ridge 196 on the pump 
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body 34 engages within the groove 194 formed in the shroud 
36. This docking scheme is generally advantageous in that 
the engagement action between the annular ridge 196 * and 
groove 194 will provide tactile feedback to the physician 
5 during the process of inserting the pump assembly 13 6 into 

the conduit assembly 134 such that the physician will be 
able to determine when the docking has been completed. 

As will be appreciated by those skilled in the 
art, the location of the annular ridge 196 and engagement 
10 groove 194 may be varied such that they are disposed closer 

or farther away from the flow apertures 38. It may be 
advantageous to form these docking structures close to the 
flow apertures 3 8 in an effort to thwart the ingress of 
blood into the junction extending between the interior of 
15 the shroud 36 and the exterior surface of the pump body 34. 

It is also contemplated to employ selectively inflatable 
structures, such as balloons, in an effort to temporarily 
engage or dock the pump assembly 13 6 within the conduit 
assembly 134. In this regard, one or more lumens may be 
2 0 formed within the pump body 34 extending from the interior 

of the pump body 34 in fluid communication with a balloon 
disposed along the exterior surface of the pump body 34 . 
The pressurized fluid flowing within the interior of the 
pump body 34 may then be used to inflate the balloon, which 
25 will then engage within an annular groove in the shroud 36, 

such as at 194. Of course, the engagement structures may 
also be reversed without departing from the scope of the 
present invention. For example, the shroud 36 may be 
equipped with a fluid delivery lumen therein for inflating 
30 a balloon disposed on the interior surface of the shroud 36, 

which may in turn be disposed within an annular engagement 
groove formed along the exterior surface of the pump body 
34 . 

While this invention has been shown in use largely 
35 in during left -heart applications, it is to be readily 
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appreciated that this does not limit the applications of 
this invention for use in left heart support only. Rather, 
the guidable intravascular blood pump of the present 
invention can be utilized in right-heart support 
5 applications and a wide variety of other applications 

apparent to those skilled in the art. For example, with 
reference to FIG. 19, shown is an intravascular blood pump 
2 00 (of the type shown and described above with reference to 
FIGS. 2-5) configured for use in a right-heart support 

10 application. In this embodiment, the intravascular blood 

pump system 200 is equipped, by way of example, with an 
"over- the- wire" guide mechanism 16 comprising a balloon 
catheter 202. It is to be readily appreciated that, 
although shown and described below in terms of an embodiment 

15 of the type shown in FIGS. 2-5, the intravascular blood pump 

systems 12 0, 13 0 disclosed herein may also be configured for 
use in right-heart applications. Such right-heart 

configurations, and others apparent to those skilled in the 
art based on the broad principles enumerated in this 

2 0 application, are contemplated as being within the scope of 

the present invention. 

The intravascular blood pump system 200 is shown 
positioned within the heart, such as may be advantageous to 
provide right heart support during beating heart surgery. 

25 To position the guidable intravascular blood pump system 200 

in the right heart according to the present invention, a 
suitable guide element (such as balloon catheter 202) is 
first advanced to a desired location within the heart via 
the "sail" action of an inflated balloon. After the balloon 

30 catheter 2 02 is located in the desired position (such as in 

the pulmonary artery as shown) , the intravascular blood pump 
system 200 according to the present invention may be 
advanced over the balloon catheter 2 02 and guided into a 
. desired arrangement. For right heart support, this would 

35 involve advanced into the pump 12 and cannula 14 overt the 
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balloon catheter 202 until the fluid inlet 204 is disposed 
within the vena cava (or right atrium) and the fluid outlet 
206 is positioned within the pulmonary artery. The pump 12 
may then be selectively (i.e. automatically or on-demand) 
5 controlled to transport blood from the vena cava (or right 

atrium) in a trans -valvular fashion through the tricuspid 
valve, the right ventricle, and the pulmonary valve for 
deposit within the pulmonary artery. Providing right-heart 
support during beating heart surgery advantageously 

10 overcomes conditions where cardiac output may become 

compromised during beating heart surgery, such as when the 
heart is lifted to gain access to posterior vessels, thereby 
avoiding the need for cardiopulmonary bypass. 

It is also contemplated as part of the present 

15 invention that the guidable intravascular blood pump systems 

can be introduced into the patient 1 s vasculature to achieve 
the intravascular access into the right or left heart 
through any number of access points, including but not 
limited to the internal jugular vein, the brachiocephalic 

20 vein, carotid artery, axillary artery, femoral vein, femoral 

artery, and subclavian artery. The intravascular blood pump 
systems of the present invention may also be introduced via 
direct introduction, such as into the aorta, the atria, and 
the ventricles. As is well known in the art, such 

25 intravascular access may be achieved percutaneous ly through 

the use of the Seldinger technique or directly through the 
use of minimally invasive access techniques. 

Those skilled in the art will also appreciate 
that, although shown and described above in terms of "axial 

30 f low, " the present invention is not limited to the axial 

flow type intravascular blood pumps. Rather, the 

intravascular blood pumps 12 may comprise any number of 
suitable types of intravascular blood pumps, including but 
not limited to so-called "mixed flow" intravascular blood 

35 pumps, without departing from the scope of the present 
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invention . 

With regard to the embodiments shown in FIGS . 
10-17, it is furthermore contemplated that the guide 
catheter 132 may be separable from the conduit assembly 134 
5 after the pump assembly 13 6 is docked within the shroud 3 6 

to form the pump 12 at the desired location within the 
circulatory system of the patient. This may be accomplished 
by providing the guide catheter 132 in a detachable fashion 
via any number of suitable arrangements. By removing the 

10 guide catheter 132 after the pump 12 assembled, wound 

management of the access point into the patient 1 s 
vasculature may be improved. This is due, in part, to the 
substantial reduction in size of the device extending into 
the patient (i.e. the drive cable assembly 18 as opposed to 

15 the larger diameter guide catheter 132) . 

It is also contemplated to incorporate various 
pressure sensing arid/or guidability features into at least 
one of the cannula 14 and pump 12 . Such features may 
include, but are not necessarily limited to, those shown and 

20 described in commonly- owned and co-pending U.S. Patent 

Application No. 09/280,988 (filed March 30, 1999) entitled 
"Steerable Cannula," and U.S. Patent Application No. 
09/280,970 (filed March 30, 1999) entitled "Pressure Sensing 
Cannula," the disclosures of which are hereby expressly 

25 incorporated by reference as if set forth herein in their 

entirety. These pressure sensing features may include, but 
are not necessarily limited to, the use of fluid-filled 
lumens, piezo-electric pressure sensing elements, strain 
gauges, and analysis of the torque/current relationship 

3 0 (based on the dynamic pressure differential between the 

inlet and outlet of the pump) . The guidability features may 
include, but are not necessarily limited to, the use of side 
lumens and deformable materials (i.e. Nitonol) . 

Various pump and cannula arrangements have been 

3 5 described and shown above for providing right and/ or left 



heart support wherein blood is deliberately re-routed 
through and past the right and/or left ventricle in an 
effort to reduce the volume of blood to be pumped by the 
particular ventricle. While "unloading" the ventricles in 
this fashion is preferred in certain instances, it is to be 
readily understood that the pump and cannula arrangements 
described herein may also be employed to "preload" the 
ventricles. Ventricular preloading may be accomplished by 
positioning the outflow cannula from the pump into a given 
ventricle such that the pump may be employed to fill or 
preload the ventricle with blood. This may be particularly 
useful with the right ventricle. On occasion, the right 
ventricle is not supplied with sufficient levels of blood 
from the right atrium such that, upon contraction, the right 
ventricle delivers an insufficient quantity of blood to the 
pulmonary artery. This may result when the right ventricle 
and/or right atrium are in a stressed or distorted condition 
during surgery. Preloading overcomes this problem by 
actively supplying blood into the right ventricle, thereby 
facilitating the delivery of blood into the pulmonary 
artery. The same technique can be used to preload the left 
ventricle and thus facilitate the delivery of blood from the 
left ventricle into the aorta. 



WO 01/17581 



- 36 - 



PCT/US00/24515 



What is claimed is: 

1 . An improved intravascular blood pump system, 
comprising : 

an intravascular blood pump having a cannula 
coupled thereto; and 
5 a guide mechanism adapted to guide said 

intravascular blood pump and cannula to a predetermined 
location within the circulatory system of a patient . 

2 . The intravascular blood pump system of Claim 

1 and further, wherein said intravascular blood pump 
includes a rotor, a shroud for receiving said rotor, and a 
drive cable coupled to said rotor for driving said rotor 

5 within said shroud. 

3 . The intravascular blood pump system of Claim 

2 and further, wherein said cannula is coupled to said 
shroud of said intravascular blood pump. 

4 . The intravascular blood pump system of Claim 

3 and further, wherein said guide mechanism comprises a 
guide catheter coupled to said shroud. 

5 . The intravascular blood pump system of 
Claim 4 and further, wherein said guide catheter may be used 
to guide said shroud and cannula to said predetermined 
location within the circulatory system of said patient, 

5 after which point said rotor and drive cable of said 

intravascular blood pump may be docked within said shroud 
for pump operation. 

6 . The intravascular blood pump system of Claim 
2 and further, wherein a drive cable sheath is provided 
having a central lumen for receiving said drive cable, and 
wherein a purge fluid delivery system is coupled to said 

5 drive cable sheath to deliver purge fluid to said rotor. 

7 . The intravascular blood pump system of Claim 
6 and further, wherein said drive cable sheath includes at 
least one side lumen for delivering said purge fluid towards 
said rotor. 



8 . The intravascular blood pump system of Claim 
7 and further, wherein a portion of said purge fluid is 
delivered through said at least one side lumen and past said 
rotor, and a portion of purge fluid is rerouted back from 
said rotor through said central lumen of said drive cable. 

9 . The intravascular blood pump system of Claim 
4 and further, wherein a perfusion assembly is provided 
communicatively coupled to said guide catheter for 
selectively rerouting blood from within said guide catheter 
to a point downstream from the introduction site of said 
guide catheter into the vasculature of said patient. 

10. The intravascular blood pump system of Claim 
9 and further, wherein said perfusion assembly includes a 
first conduit communicatively coupled to said guide 
catheter, a second conduit dimensioned to be introduced into 
the vasculature of the patient, and a selectively operable 
valve disposed in between said first conduit and said second 
conduit . 

11 . The intravascular blood pump system of Claim 

I and further, including a blood pressure detection 
mechanism to detect the pressure of the blood proximate at 
least one of the intravascular blood pump and cannula. 

12 . The intravascular blood pump system of Claim 

II and further, wherein said blood pressure detection 
mechanism comprises at least one of fluid filled column 
disposed within at least a portion of said cannula, a 
piezoelectric element coupled to at least one of the 
intravascular blood pump and cannula, and a strain gauge 
coupled to at least one of the intravascular blood pump and 
cannula . 

13 . The intravascular blood pump system of Claim 
11 and further, wherein said blood pressure detection 
mechanism involves calculating blood pressure based on the 
relationship between the torque and motor current of a motor 
used to drive said rotor. 
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14 . The intravascular blood pump system of Claim 
1 and further, wherein said guide mechanism comprises a 
guide element disposed at least partially within said 
cannula . 

15. The intravascular blood pump system of Claim 
14 and further, wherein said guide element comprises 

a guide wire for passage through a side lumen 
formed in said cannula. 

16. The intravascular blood pump system of Claim 

14 and further, wherein said guide element comprises a 
selectively deformable element disposed at least partially 
within said cannula. 

17. The intravascular blood pump system of Claim 

15 and further, wherein said intravascular blood pump and 
cannula may be selectively advanced to said predetermined 
location within the vasculature of the patient by first 
passing said guide wire to said predetermined location and 
thereafter sliding said intravascular blood pump and cannula 
along said guide wire to said predetermined location. 

18 . The intravascular blood pump system of Claim 
2 and further, wherein said guide element comprises a guide 
wire for passage through a lumen extending through said 
drive cable and rotor. 

19 . The intravascular blood pump system of Claim 
18 and further, wherein said intravascular blood pump and 
cannula may be selectively advanced to said predetermined 
location within the vasculature of the patient by first 
passing said guide wire to said predetermined location and 
thereafter sliding said intravascular blood pump and cannula 
along said guide wire to said predetermine location. 

20 . The intravascular blood pump system of Claim 
4 and further, wherein said guide mechanism further includes 
guide element for passage through the guide catheter to 
facilitate placement of said shroud and said cannula at said 
predetermined location within the vasculature of the 
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patient . 

21 . The intravascular blood pump system of Claim 
20 and further, wherein said guide element comprises at 
least one of a guide wire and a balloon catheter. 

22 . The intravascular blood pump system of Claim 
4 and further, wherein said guide mechanism further includes 
a guide element for passage through a side lumen formed 
along at least a portion of said guide catheter. 

23 . The intravascular blood pump system of Claim 
22 and further, wherein said guide element comprises at 
least one of a guide wire and a balloon catheter. 
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SUBSTITUTE SHEET (RULE 26) 




SUBSTITUTE SHEET (RULE 26) 




SUBSTITUTE SHEET (RULE 26) 
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INTERNATIONAi^BARCH REPORT 




Inte^^Hial application No. 
PCT/US00/24515 



A. CLASSIFICATION OF SUBJECT MATTER 
IPC(7) A61M 37/00, 1/00, 5/00; F04B 49/06 

US CL : 604/6.11, 4.01, 8, 151; 417/45, 244, 266, 348, 356, 366 

According to International Patent Classification (IPO or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 604/6.11. 4.01, 8, 151; 417/45, 244, 266, 348. 356, 366 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
EAST pump, rotor, cardiovascular, intravascular 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category 1 



Citation of document, with indication, where appropriate, of the relevant passages 
US 5,746,709 A (ROM et al.) 05 May 1998, entire document, figures 1 & 3. 



US 5,692,882 A (BOZEMAN, JR. et al.) 02 December 1997, entire document. 



Relevant to claim No. 



1-3, 14, 15, 17 

4-10, 18-23 
1.2 

3-23 



I I Further documents are listed in the continuation of Box C. See patent family annex. 



» Special categories of cited documents: 

* A* document defining the general stale of the an which is not considered to be 
of particular relevance 

*E" earlier application or patent published on or after the international filing date 

"V document which may throw doubts on priority clahn(s) or which is cited to 
establish the publication date of another citation or other special reason (as 
specified) 

-Q- document referring to an oral disclosure, use, exhibition or other means 

-p- document published prior to the miematioual filing date but later than the 
priority date claimed 



-Y- 



later document published after the international filing date or priority 
date and not in conflict with the application but cited to understand the 
principle or theory underlying the invention 

document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive step 
when the document is taken alone 

document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such combination 
being obvious to a person skilled in the art 

of the same patent family 



Date of the actual completion of the international search 


Date of mailing of the international search report 


Name and mailing address of the ISA/US 

Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 / 

Facsimile No. (703)305-3230 


Authorized officer 

Telephone No. (703) 308-0858 



Form PCT/ISA/210 (second sheet) (July 1998) 



'Th* demand must be filed direct i Ji(i 
with the one chosen by the applicant. 

IPEA/ US 



IB 



\ompetent International Preliminary Exami A A 
rfull name or two-letter code of that Authority 



m 



trity or, if two or more Authorities are 
indicated by the applicant on the line 



PCT 

DEMAND 

under Article 3 1 of the Patent Cooperation Treaty: 
The undersigned requests that the international application specified below be the subject of 
international preliminary examination according to the Patent Cooperation Treaty and 
hereby elects all eligible States (except where otherwise indicated). 



CHAPTER II 



Identification of IPEA 



For International Preliminary Examining Authority use only 

Date of receipt of DEMAND 



Box No. I IDENTIFICATION OF THE INTERNATIONAL APPLICATION 


Applicant's or agent's file reference 
17142-PCT 


International application No. 
PCT/US00/24515 


International filing date (day/month/year) 
01/SEPTEMBER/00 ( 01/09/00 ) 


(Earliest) Priority date (day/month/year) 
03/SEPTEMBER/99 ( 03/09/99 ) 


GU?D/^^ BLOOD PUMP AND RELATED METHODS 


Box No. II APPLICANT(S) 


Name and address: (Family name followed by given name: for c i legal entity J^ ^ c \ al 
designation. The address must include postal code and name of country.) 

A-MED SYSTEMS, INC. 
2491 BOATMAN AVENUE 

WEST SACRAMENTO, CALIFORNIA 95691-3817 
US 


Telephone No.: 
(916) 375-7400 


Facsimile No.: 
(916) 375 - 7444 


Teleprinter No.: 
NONE 


State (that is, country) of nationality: 
US 


State (that is, country) of residence: 
US 


Name and address: (Family name followed by given name; for a legal entity, full official designation. The address must include postal code and 
name of country.) 

ABOUL-HOSN, WALID N. 
4625 CHICAGO AVENUE 
FAIR OAKS, CA 94628 
US 


State (that is, country) of nationality: 
US 


State (that is, country) of residence: 
US 


Name and address: (Family name followed by given name; for a legal entity, full official designation. The address must include postal code and 
name of country.) 

KANZ, WILLIAM R. 
4695 FRANCIS COURT 
SACRAMENTO, CALIFORNIA 95822 
US 


State (that is, country) of nationality: 
LJS 


State (that is, country) of residence: 
US 


Further applicants are indicated on a continuation sheet. 



l^J^tional application No. 

PCT/US00/24515 

Continuation of Box No. II APPLICANT(S) 



If none of the following sub-boxes is used, this sheet is not to be included in the demand. 



Name and address: (Family name followed by given name; for a legal entity, full official designation. The address must include postal code and 
name of country.) 



BAKER, BRUCE 




1 146 OROLORNA DRIVE 




PLACERVILLE, CALIFORNIA 95667 




US 




State (that is, country) of nationality: 


State (that is, country) of residence: 


US 


US 



Name and address: (Family name followed by given name; for a legal entity, full official designation. The address must include postal code and 
name of country.) 




State (that is, country) of nationality: 



State (that is, country) of residence: 



Name and address: (Family name followed by given name; for a legal entity, full official designation. The address must include postal code and 
name of country ) 



State (that is, country) of nationality: 



State (that is, country) of residence: 



Name and address: (Family name followed by given name; for a legal entity, full official designation. The address must include postal code and 
name of country.) 



State (that is, country) of nationality: 



State (that is. country) of residence: 



| j Further applicants are indicated on another continuation sheet. 



FormPCT/IPEA/401 (continuation sheet) (July 1998; reprint January 2001) Leaaistar 2001. Form pctdem See Notes to the demand form 



smational application No. 
Sheet No. .9. I PCT/US00/24515 



Box No. Ill AGENT OR COMMON REPRESENTATIVE; OR ADDRESS FOR CORRESPONDENCE 



The following person is K| agent common representative 

and IXI has been appointed earlier and represents the applicant(s) also for international preliminary examination. 

is hereby appointed and any earlier appointment of (an) agent(s) /common representative is hereby revoked. 



Name and address: (Family name followed by given name; for a legal entity, full official 
The address must include postal code and name of country.) 


Telephone No.: 
(262)783- 1300 


RYAN, DANIEL D.; KROMHOLZ, JOSEPH A.; MANION, JOHN M.; MAKI, 


ALLAN O.; JOHNSON, DANIEL R.; JONES, PATRICIA; DABLE, LAURA A 


Facsimile No.: 


POST OFFICE BOX 26618 


(262)783-1211 


MILWAUKEE, WISCONSIN 53226 
US 


Teleprinter No.: 


NONE 



□ Address for correspondence: Mark this check-box where no agent or common representative is/has been appointed and 
the space above is used instead to indicate a special address to which correspondence should be sent. 



Box No. IV BASIS FOR INTERNATIONAL PRELIMINARY EXAMINATION 



Statement concerning amendments:* 

1. The applicant wishes the international preliminary examination to start on the basis of: 

the international application as originally filed, 
the description 1X1 as originally filed 

| | as amended under Article 34 

the claims as originally filed 

| 1 as amended under Article 19 (together with any accompanying statement) 
| 1 as amended under Article 34 

the drawings [$3 as originally filed 

1 | as amended under Arti cle 34 

2. 1 I The applicant wishes any amendment to the claims under Article 1 9 to be considered as reversed. 

3. f ~j The applicant wishes the start of the international preliminary examination to be postponed until the expiration of 

20 months from the priority date unless the International Preliminary Examing Authority receives a copy of any 
amendments made under Article 19 or a notice from the applicant that he does not wish to make such amendments 
(Rule 69. 1 (d)). (This check-box may be marked only where the time limit under Article 19 has not yet expired.) 
* Where: no check-box is marked, international preliminary examination will start on the basis of the international application as 
originally filed or,, where a copy of amendments to the claims under Article 19 and/or amendments of the international 
application under Article 34 are received by the International Preliminary Examining Authority before it has begun to draw up 
a written opinion or the international preliminary examination report, as so amended. 



Language for the purposes of international preliminary examination: ENGLISH 
1X1 which is the language in which the international application was filed. 
f"j] which is the language of a translation furnished for the purposes of international search. 
1 | which is the language of publication of the international application. 

LZJ which is the language of the translation (to be) furnished for the purposes of international preliminary examination. 



Box No. V ELECTION OF STATES 



The applicant hereby elects all eligible States (that is, all States which have been designated and which are bound by Chapter I! of the 
PCT) ' . 

excluding the following States which the applicant wishes not to elect: 



FormPCT/IPEA/401 (second sheet) (July 1 998; reprint January 2001) Legaistar 2001. Form pctoem See Notes to the demand form 



Sheet No. 



Box No. VI CHECKLIST 



nternational application No. 
PCT/US00/24515 



The demand is accompanied by the following elements, in the language referred to in 
Box No. IV, for the purposes of international preliminary examination: 

1. translation of international application 

2. amendments under Article 34 : 

3. copy (or where required, translation) 
of amendments under Article 19 : 

4. copy (or, where required* translation) 
of statement under Article 19 . : 

5. letter : 

6. other (specify) • 



For Internationa! Preliminary 
Examining Authority use only 



sheets 


received 
i — i 

□ 


not received 
i — i 

□ 


sheets 


□ 


□ 


sheets 


□ 


□ 


sheets 


□ 


□ 


sheets 


□ 


□ 


sheets 


□ 


□ 



The demand is also accompanied by the item(s) marked below: 

1. [Xj fee calculation sheet 4. Q statement explaining lack of signature 

2. □ separate signed power of attorney 5. Q E^SSSS *" 

3 | I copy of general power of attorney; 6. | | other (specify): 

I — 1 reference number, if any: 



Box No. Vn SIGNATURE OF APPLICANT, AGENT OR COMMON REPRESENTATIVE 



Next to each signature, indicate the name of the person signing and the capacity in which the person signs (if such capacity is not 
obvious from reading the demand). 



BY 



DANIEL D. RYAN. AGENT! 




For International Preliminary Examining Authority use only ' 



1 . Date of actual receipt of DEMAND: 



2. Adjusted date of receipt of demand due 
to CORRECTIONS under Rule 60.1(b): 



3 I — | The date of receipt of the demand is AFTER the expiration of 1 9 months [ I The applicant has been 

I — I from the priority date and item 4 or 5, below, does not apply. 1 — 1 informed accordingly. 



4 I — I The date of receipt of the demand is WITHIN the period of i 9 months from the priority date as extended by virtue of 
I — I Rule 80.5. 



□ Although the date of receipt of the demand is after the expiration of 19 months from the priority date, the delay in arrival is 
EXCUSED pursuant to Rule 82. 



For International Bureau use only 



Demand received from IPEA on: 



Form PCT/IPEA/401 (last sheet) (July 1998; reprint January 2001) 



LegalStar 2001 . Form PCTDEM Sge Note$ (Q the demand form 



# 




PCT 



CHAPTER II 



FEE CALCULATION SHEET 
Annex to the Demand for international preliminary examination 

- For International Preliminary Examining Authority use only 



International 
application No. 


PCT/US00/24515 


Applicant's or agent's 
file reference 


17142-PCT 



Applicant 

: A-MED SYSTEMS, INC. ET AL. 



Date stamp of the IPEA 



Calculation of prescribed fees 



1. Preliminary examination fee 

2. Handling fee (Applicants from certain States are 
entitled to a reduction of 75% of the handling fee. 
Where the applicant is (or all applicants are) so 
entitled, the amount to be entered at H is 25% of the 
handling fee.) 

3. Total of prescribed fees 

Add the amounts entered at P and H 

and enter total in the TOTAL box 



490.00 



137.00 H 



627.00 



TOTAL 



Mode of Payment 





authorization to charge deposit 
account with the IPEA (see below) 


□ 


cash 




cheque 


□ 


revenue stamps 


□ 


postal money order 


□ 


coupons 


□ 


bank draft 


□ 


other (specify): 



Deposit Account Authorization (this mode of payment may not be available at all IPEAs) 

The IPEA/ US | | i s hereby authorized to charge the total fees indicated above to my deposit account. 



(this check-box may be marked only if the conditions for deposit accounts oj r the IPEA so [P*™?) ** 
hereby authorized to charge any deficiency or credit any overpayment in the total fees indicated 
above to my deposit account. 



06-2360 



27/MARCH/2001 



Deposit Account Numbe r i-— ^ , . . — — — 

Form PCT/1PEA/401 (Annex) (July 1998; reprint January 2001) Leister 2001. Form pctpfee See Notes to the fee calculation sheet 



Date (day/month/year) 



Signature 




NT COOPERATION TRE/. 



* 



To: 

DANIEL D. RYAN 
POST OFFICE BOX 26618 
MILWAUKEE, Wisconsin 53226 


PCT 

NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT 
OR THE DECLARATION 

(PCT Rule 44.1) 


Date of Mailing 

(day/month/year) ^ £ £ £ Q Q J 


17142-PCT 


FOR FURTHER ACTION See paragraphs 1 and 4 below 


International application No. 
PCT/USOO/24515 

Applicant " ~ 


International filing date 
{day/monthfyeaf) 

01 September 2000 (01.09.2000) 



A-MED SYSTEMS INC. 



The applicant is hereby notified that the international search report has been established and is transmitted herewith. 
Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the international application (see Rule 46): 

When? The time limit for filing such amendments is normally 2 months from the date of transmittal of the 
international search report; however, for more details, see the notes on the accompany sheet. 

Where? Directly to the International Bureau of WIPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 
. Facsimile No.: (41-22)740.14.35 

For more detailed instructions, see the notes on the accompanying sheet. 

The applicant is hereby notified that no international search report will be established and that the declaration under 
Article 17(2Xa) to that effect is transmitted herewith. 

D With re « ard t0 the P^est against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that- 

the protest together with the decision thereon has been transmitted to the International Bureau together with the 
applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices 

no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 



Further action(s): The applicant is reminded of the following: 

Shortly after 18 months from the priority date, the international application will be published by the International Bureau 
If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application or of the 
priority claim, must reach the International Bureau as provided in rules 90 bis 1 and 90 bis 3, respectively, before the 
completion of the technical preparations for international publication: 

Within 19 months from the priority date, a demand for international preliminary examination must be filed if the applicant 
wishes to postpone the entry into the national phase until 30 months from the priority date (in some Offices even later). 

Within 20 months from the priority date, the applicant must perform the prescribed acts for entry into the national phase 
before all designated Offices which have not been elected in the demand or in a later election within 19 months from the 
priority dale or could not be elected because they are not bound by Chapter II. 




utilized officer 
£ykes 



/Rngi€|.^rykes 

elephone No. (703) 308-0858 



Name and mailing address of the ISA/US 

Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 
Facsimile No, (703)305-3230 



Form PCT/IS A/220 (July 1998) 



V.-JQ COOPERATION TREAi „ 

PCT 

INTERNATIONAL SEARCH REPORT 



(PCT Article 18 and Rules 43 and 44) 



Applicant's or agent's file reference 
17142-PCT 


FOR FURTHER 
ACTION 


see Notification, of Transmittal of International Search Report 
(Form PCT/ISA/220) as well as, where applicable, item 5 
below. 


International application No. 
PCT/US00/24515 


International filing date {day/month/year) 
01 September 2000 (01.09.2000) 


(Earliest) Priority Date (day/month/year) 
03 September 1999 (03.09. 1999) 



Applicant 
A-MED SYSTEMS INC. 




This international search report has been prepared by this International Searching Authority and is transmitted to the 
applicant according to Article 18. A copy is being transmitted to the International Bureau. 

This international search report consists of a total of J3_ sheets. 

It is also accompanied by a copy of each prior art document cited in this report. 



1. Basis of the Report ' ~ ~ 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 

the international search was carried out on the basis of a translation of the international application furnished to this 
Authority (Rule 23. 1(b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
search was carried out on the basis of the sequence listing: 

□ 

contained in the international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form. 

□ 

furnished subsequently to this Authority in computer readable form. 

the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

2. | 1 Certain claims were found unsearchable (See Box I). 

3. \^\ Unity of invention is lacking (See Box II). 

4. With regard to the title, 

1X1 the text is approved as submitted by the applicant. 
I [ the text has been established by this Authority to read as follows: 

With regard to the abstract, 

1 | the text is approved as submitted by the applicant. 

the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant 
may, within one month from the date of mailing of this international search report, submit comments to this 
Authority. 

6. The figure of the drawings to be published with the abstract is Figure No. 2 

I 1 as suggested by the applicant. | 1 None of the figures 



because the applicant failed to suggest a figure. 
[ ] because this figure better characterizes the inventiod. 



Form PCT/ISA/210 (first sheet) (July 1998) 



INTERNATION 



EARCH REPORT 



nal application No. 



PCT/US00/24515 



A. CLASSIFICATION OF SUBJECT MATTER 
IPC(7) : A61M 37/00, 1/00, 5/00; F04B 49/06 
US CL : 604/6.11, 4.01, 8, 151; 417/45, 244, 266, 348, 356, 366 

According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 604/6.11, 4.01, 8, 151; 417/45, 244, 266, 348, 356, 366 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
EAST pump, rotor, cardiovascular, intravascular 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



US 5,746,709 A (ROM et al.) 05 May 1998, entire document, figures 1 & 3. 



US 5,692,882 A (BOZEMAN, JR. et al.) 02 December 1997, entire document. 



1-3, 14, 15, 17 

4-10, 18-23 
1,2 



3-23 



□ 



Further documents are listed in the continuation of Box C. 



□ 



See patent family annex. 



* Special categories of cited documents: 

"A" document defining the general state of the art which is not considered to be 
of particular relevance 

**E" earlier application or patent published on or after the international filing date 

~L" document which may throw doubts on priority claim(s) or which is cited to 
establish the publication date or another citation or other special reason (as 
specified) 

"O" document referring to an oral disclosure, use, exhibition or other means 

"P" document published prior to the international filing date but later than the 
priority date claimed 



later document published after the international filing date or priority 
date and not in conflict with the application but cited to understand the 
principle or theory underlying the invention 

document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive step 
when the document is taken alone 

document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such combination 
being obvious to a person skilled in the art 

document member of the same patent family 



Date of the actual completion of the international search 



Date of mailing of the international search report 

1 9 MAR 2001 




Name and mailing address of the ISA/US 
Commissioner of Paients and Trademarks 
Box PCT 

Washington, D.C. 20231 
Facsimile No. (703)305-3230 



Telephone No. (703) 308-0858 



Form PCT/ ISA/2 10 (second sheet) (July 1998) 







International Application No. 


REQUEST 


International Filing Date 


The undersigned requests that the present 

international application be processed 
according to the Patent Cooperation Treaty. 


Name of receiving Office and "PCT International Application" 




Applicant's or agent's file reference 

(if desired) (12 characters maximum) 1 71 4Z * PCT 



Box No. I TITLE OF INVENTION 

GUIDABLE INTRAVASCULAR BLOOD PUMP AND RELATED METHODS 



Box No. n APPLICANT • 



Name- and address: (Family name followed by given-name; for a legal entity, full official designation. 
The address must include postal code and name of country. The country of the address indicated in this 
Box is the applicants State (that is, country) of residence if no State of residence is indicated below.) 

A-MED SYSTEMS, INC. 
2491 BOATMAN AVENUE 

WEST SACRAMENTO, CALIFORNIA 95691-3817 
US 


j | This person is also inventor. 

Telephone No. 
(916) 375-7400 

Facsimile No. 
(916) 375-7444 

Teleprinter No. 
NONE 


State (that is, country) of nationality: 
US 


State (that is, country) of residence: 
US 


This person is applicant I I all designated 
for the purposes of: I — I States 




all designated States except I I the United States I I the States indicated in 
the United States of America I — I of America only I I the Supplemental Box 



Box No. Ill FURTHER APPLICANTS) AND/OR (FURTHER) INVENTORY) 



Name and address: (Family name followed by given name; for a legal entity, full official designation. 
The address must include postal code and name of country. The country of the address indicated in this 
Box is the applicants State (that is, country) of residence if no State of residence is indicated below.) 

ABOUL-HOSN, WALID N. - 

4625 CHICAGO AVENUE 

FAIR OAKS, CA 94628 

US 


This person is: 

I | applicant only 

lXl applicant and inventor 

I | inventor only (If this check-box 
is marked, do not fill in below.) 


State (that is, country) of nationality: 
US 


State (that is, country) of residence: 
US 



This person is applicant I | all designated I I all designated States except 
for the purposes of: I I States I I the United States of America 


H 


the United States I I the States indicated in 
of America only I I the Supplemental Box 


m 


Further applicants arid/or (further) inventors are indicated on a continuation sheet. ■ 



Box No. IV AGENT OR COMMON REPRESENTATIVE; OR ADDRESS FOR CORRESPONDENCE 



The person identified below is hereby/has been appointed to act on behalf fvT] | — | 

of the applicant(s) before the competent International Authorities as: l*J a S ent | | common representative 



Name and address: (Family name followed by given name; for a legal entity, full official 
designation. The address must include postal code and name of country.) 

RYAN, DANIEL D.; KROMHOLZ, JOSEPH A.; MANION, JOHN M.; MAKl, ALLAN . 
O.; JOHNSON, DANIEL R.; JONES, PATRICIA; DABLE LAURA A. 
POST OFFICE BOX 26618 


Telephone No. 
(262)783-1300 


Facsimile No. 
(262) 783-1211 


MILWAUKEE, WISCONSIN 53226 
US 




Teleprinter No. 
NONE 



□ Address for correspondence: Mark this check-box where no agent or common representative is/has been appointed and the 
space above is used instead to indicate a special address to which correspondence should be sent 



Form PCT/RO/I01 (first sheet) (July 1998; reprint January 2000) 



LegalStar 2000. Form PCTREQ 



See Notes to the request form 



Continuation of Box No. HI 



Name and address: (Family name followed by given name; for a legal entityjull official designation. 
The address must include postal code and name of country. The country of the address indicated in this 
Box is the applicant's State (that is, country) of residence if no State of residence is indicated below.) 

KAN2 f WILLIAM R. 

4695 FRANCIS COURT 

SACRAMENTO, CALIFORNIA 95822 

US 



State (that is. country) of nationality: 
US 


State (thai is, country) of residence: 
US 


SteSSSffi"* □ fcS ignated □ ft«Hft»fflt E3 9f£ 


nited States 1 | the States indicated in 
nericaonly 1 1 the Supplemental Box 



Name and address: (FamiTy name followed by given name; for a legal entity, fall official designation. 
The address must include postal code and name of country. The country of the address indicated in this 
Box is the applicant's State (that is, country) of residence if no State of residence is indicated below.) 

BAKER, BRUCE 

1 146 ORO LORNA DRIVE 

PLACERVILLE, CALIFORNIA 95667 

US 




Sheet No. . . .f . . . 

>THER APPLICANTS AND/OR (FURT 



m 



EMVENTOR(S) 



If none of the following sub-boxes is used, this sheet is not to be included in the request 



This person is: 
|~] applicant only 

applicant and inventor 



| | inventor only (If this check-box 
is marked, do not fill in below.) 



This person is: 

| | applicant only 

applicant and inventor 



| | inventor only (If this check-box 
is marked, do not fill in below.) 



State (that is, country) of nationality: 
US 


State (that is, country) of 
US 


residence: 




nited States X I the States indicated in 
nerica only I I the Supplemental Box 



Name and address: (Family name followed by given name; for a legal entity, full official designation. 
The address must include postal code and name of country. The country of the address indicated in this 
Box is the applicants State (that is, country) of residence if no State of residence is indicated below.) 



This person is: 

| | applicant only 

| | applicant and inventor 

| j inventor onlv (If this check-box 
is marked, do not fill in below.) 



State (that is, country) of nationality: 



State (that is, country) of residence: 



This Derson is applicant HI all designated I — I all designated States except I I the United States I - ] the States indicated m 
for&c?Sp^of! ? l_J States L_l the United States of America l_J of America only l_J the Supplemental Bo>c 



Name and address: (Family name followed by given name; for a legal entity, full official designation. 
The address must include postal code and name of country. The country of the address indicated in this 
Box is the applicant's State (that b. country) of residence if no State of residence is indicated below.) 



This person is: 

[^] applicant only 

[ j applicant and inventor 

fj inventor only (If this check-box 
15 marked, do not fill in below.) 



State (that is, country) of nationality: 



State (that is, country) of residence: 



This Derson is aoolicant I — I all designated I — I all designated States except I I the United States I I the States indicated m 
for A?S^1« R of: l—J States l_J the United States of America l_J of America only l_J the Suppl emental Box 



|~^] Further applicants and/or (further) inventors are indicated on another continuation sheet. 



Form PCT/RO/101 (continuation sheet) (July 1998; reprint January 2000) Fo ™ PCTP£Q See Notes to the request form 



Sheet No. . . .3. 



Box No.V DESIGNATION Or STj 



The following designations are hereby 
Regional Patent 
3 AP ARIPO Patent 



t rr^Bcnc 



i 



Tider Rule 4.9(a) (mark the applicable check-bdy^^Jt least one must be marked): 
GM Gambia, KE Kenya, LS Lesotho, MW Mala\yi, SD Sudan, SL Sierra Leone, SZ 



ARIPO Patent: GH Ghana, GM Gambia, KE Kenya, LS Lesotho, MW Malawi, fcD budan bL bierra Leone, b£ 
Swaziland, TZ United Repubfic of Tanzania, UG Uganda, Z\V Zimbabwe, and any other State which is a Contracting State of 
the Harare'Protocol and of the PCT 
R! EA Eurasian Patent: AM Armenia, AZ Azerbaijan, BY Belarus, KG Kyrgyzstan, KZ Kazakhstan, MD Republic of Moldova, 
RU Russian Federation, TJ Tajikistan, TM Turkmenistan, and any other State which is a Contracting State of the Eurasian 

K! EP Euronean Patent* AT Austria, BE Belgium, CH and LI Switzerland and Liechtenstein, CY Cyprus, DE Germany, 
E DK I?enmark ES SMin, FI Finland, FR France^ GB United Kingdom, GR Greece, IE Ireland, IT Italy, tv Luxembourg, 
MC Monaco, NL Netherlands, PT Portugal, SE Sweden, and any other State which is a Contracting State of the European 
Patent Convention and of the PCT 

53 OA OAPI Patent- BF Burkina Faso, BJ Benin, CF Central African Republic CG Congo, CI Cote d'lvoire. CM Cameroon, 
GA Gabon, GN Guinea, G\V Guinea-Bissau, KlL Mali, MR Mauritania, NE Niger, SN>negal, TD Chad, TG Togo, and any 
other State which is a member State of OAPI and a Contracting State of the PCT (if other kind of protection or treatment 
desired, specify on dotted line) • • 

National Patent (if other kind of protection or treatment desired, specify on dotted line): 



G9 AE United Arab Emirates 



El 



Kl AL Albania : 

AM Armenia 

Kl AT Austria 

Kl AU Australia 

Kl AZ Azerbaijan 

13 BA Bosnia and Herzegovina 

Kl BB Barbados 

Kl BG Bulgaria 

Kl BR Brazil 

IS BY Belarus 

Kl CA Canada 

E3 CHandLI Switzerland and Liechtenstein 

Kl CN China 

E9 CR CostaRica 

tS CU Cuba 

Kl CZ Czech Republic 



EI 
El 

EI 
EI 
El 
El 

El 
E) 
El 
El 
El 
El 
El 

El DE Germany El 

El DK Denmark El 

El DM Dominica El 

El EE Estonia El 

El ES Spain El 

El FI Finland El 

El GB United Kingdom El 
El GD Grenada El 

t3 GE Georgia El 

El GH Ghana El 

El GM Gambia El 

El HR Croatia El 

El 

El 
El 
El 



LR Liberia 

LS Lesotho . . . 

LT Lithuania 
LU Luxembourg 
LV Latvia 

MA Morocco 

MD Republic of Moldova 

MG Madagascar 

MK The former Yugoslav Republic of Macedonia 



El HU Hungary. 
El ID Indonesia 



MN Mongolia 

MW Malawi , 

MX Mexico 

NO Norway 

NZ New Zealand 

PL Poland 

PT Portugal ............ ... . 

RO Romania 

RU Russian Federation 

SD Sudan 
SE Sweden 
SG Singapore 

SI Slovenia 

SK Slovakia 

SL Sierra Leone 

TJ Tajikistan 

TM Turkmenistan 

TR Turkey 

TT Trinidad and Tobago 

TZ United Republic of Tanzania 

UA Ukraine . 

UG Uganda ........... 

US United States of America . . 



EI 
El 
El 



UZ Uzbekistan 
VN Viet Nam 
YU Yugoslavia 
ZA South Africa 
ZW Zimbabwe 



E! DL Israel . 

El IN India 

El IS Iceland 

El JP Japan 

El KE Kenya 

El KG Kyrgyzstan 

El KP Democratic People's Republic of Korea El 

ta 

El KR Republic of Korea Check-boxes reserved for designating States which have become 

El KZ Kazakhstan party to the PCT after issuance of this sheet: 

El LC Saint Lucia □ 

El LK Sri Lanka ' □ 

Precautionary Designation Statement: In addition to the designations made above, the applicant also makes under Rule 4.9(b) all 
other designations which would be permitted under the PCT except any designation(s) indicated in the Supplemental Box as bein^; 
excluded from the scope of this statement. The applicant declares that those additional designations are subject to confirmation and 
that any designation which is not confirmed before the expiration of 15 months from the priority date is to be regarded as withdrawn 
by the applicant at the expiration of that time limit. (Confirmation (including fees) must reach the receiving Office within the 1 5-month time 
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LegalStar 2000. Form PCTREQ 



See Notes to the request form 



Sheet No. 



item (1) 

03/SEPTEMBER/1 999 
(03/09/1999) 



Box No. VI PRIORITY CL A 



Filing date 
of earlier application 
(day/month/year) 



^^Nu 



dumber 
of earlier application 



60/152,249 



□ Further priority ciaim^ ^^i 



dicated in the Supplemental Box. 
application is: 



national application: 
country 



US 



regional application:* 
regional Office 



international application: 
receiving Office 



item (2) 



item (3) 



S^^^SS^^iSS^LL^Yh mandator, to indicate in Ae Supplemental Bo* a, least one country par 



Protection of Industrial Property for which that earlier application was filed (Rule 4.I0(oMJ- tee supplement* 



BoxNo.VH INTERNATIONAL SEARCHING AUTHORITY 



Choice of International Searching Authority (ISA) 
(if two or more International Searching Authorities are 
competent to cany out the international search, indicate the 
Authority chosen; the two-letter code may be used): 



Request to use results of earlier search; reference to that search (if an earlier 
search has been carried out by or requested from the International Searching Authority): 
Date (day/montMyear) Number Country (or regional Office) 



Id A/ J3 

BoxNo.VHI CHECK LIST: LANGUAGE OFF 


TJLING 


This international application contains 
the following number of sheets: 

request : 4 

description (excluding 

sequence listing part) : 35 

claims - 4 

abstract : 1 

drawings : 1 8 

sequence listing part 

of description : 

Total number of sheets : 62 


This international application is accompanied by the item(s) marked below: 

1 . E3 fee calculation sheet 

2. □ separate signed power of attorney 

3. □ copy of general power of attorney; reference number, if any: 

4. □ statement explaining lack of signature 

5. □ priority document(s) identified in Box No. VI as item(s): 

6. □ translation of international application into (language): 

7. □ separate indications concerning deposited microorganism or other biological material 

8. □ nucleotide and/or amino acid sequence listing in computer readable form 

9. □ other (specify): 


Figure of the drawings which 
should accompany the abstract: 


Language of filing of the 

international application: fcNCaLitjH 



Box No. K SIGNATURE OF APPLICANT OR AGENT ■ 

Next to each signature, indicate the nam e of the person signing and the capacity in which the person signs (if such capacity is not 
obvious from reading the request). 




DANIEL D. RYAN, AGENI 



1 . Date of actual receipt of the purported 
international application: 



For receiving Office use only 



3 Corrected date of actual receipt due to later but 
timely received papers or drawings completing the 
purported international application: 



4. Date of timely receipt of the required 
corrections under PCT Article 1 1(2): 



5. International Searching Authority to a / 
(if two or more are competent): lOrii 



j j Transmittal of search copy delayed 



until search fee is paid. 



2. Drawings: 
j | received: 

| | not received: 



I Date of receipt of the record copy 
I by the International Bureau: 

Form PCT/RO/101 (last sheet) (July 1998; reprint January 2000) 



For International Bureau use only 



LegalSlar 2000. Form PCTREQ 



See Notes to the request form 



This sheet is n ^art pfand does not count as a sheet of the interna ^plication. 



PCT 

FEE CALCULATION SHEET 
Annex to the Request 



Applicant's or agent's 
file reference 



17142-PCT 



For receiving Office use only 



International application No. 



Date stamp of the receiving Office 



Applicant 

A-NIED SYSTEMS, INC. 



CALCULATION OF PRESCRIBED FEES 
1. TRANSMITTAL FEE ; *• • • 



240.00 Pf] 



1 2. SEARCH FEE 

International search to be carried out by 



USPTO 



i 



700.00 



imeruiuiuuai awwvu w ^ j . . 



1 3. INTERNATIONAL FEE 
Basic Fee 

The international application contains 

first 30 sheets 

32 x $10.00 



62 



sheets. 

i_ 



427.00 



bl 



additional amount 



L 



320.00 



remaining sheets 
Add amounts entered at b 1 and b2 and enter total at B . . |_ 
Designation Fees 

The international application contains _51_ designations. 

8 x 92 ^P = L 



b2 



747,00 [b1 



736.00 



number of designation fees 
payable (maximum 8) 



amount of designation fee 



Add amounts entered at B and D and enter total at I 

(Applicants from certain States are entitled to a reduction of 7 5%ofthe 
international fee. Where the applicant is (or all applicants are) so entitled, the 



1,483 



loo rr 



4. FEE FOR PRIORITY DOCUMENT (if applicable) . • 

1 5. TOTAL FEES PAYABLE 

Add amounts entered at T. S, I and P, and enter total in the TOTAL box 



15.00 



2,438.00 



TOTAL 



| | The designation fees are not paid at this time. 



| | bank draft 

| | cash 

| | revenue stamps 



| coupons 
J other (specify): 



MODE OF PAYMENT 

□ authorization to charge 
deposit account (see below) 

IXl cheque 

| | I postal money order 

DEPOSIT ACCOUNT AUTHORIZATION (this mode of payment may not be available at all receiving Offices) 
The RO/ US j— | i s hereby authorized to charge the total fees indicated above to my deposit account. 

mu hnr mav be marked only if the conditions for deposit accounts of the receiving Office s°P erm '^ 

Cby or credit ^ overpayment in the total fees indicated above to nv 

j— I J her^ to charge the fee for preparation and transmittal n^oriorit\ docurtnt to the International 

| I Bureau of WIPO to my deposit account. 

06 .2360 01 /SEPTEMBER/2000 i/\ 



Deposit Account No. 



Date (day/month/year) 



Signature 



Form PCT/RO/101 (Annex) (January 2000) 



LegalStar 2000. Form PCTRFEE 
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